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Form Approved GMB No. 2070-0080

BN UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(A 401 M Street, S.W.
- WASHINGTON, D.C. 20460

Paperwork Reductlon Act Natice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistratien and special review aclivities, including time for reading the instructions and compleling the necessary forms. Send
camments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE
{nfarmation Management Division {21437), U.S. Environmental Protection Agency, 401 M Street, S.W. Washingtan, DC 20460,

Do not send the completed {orm to this address.

Certification with Respect to Citation of Data

Applicant'siRegistrant’s Nama, Address, and Telephone Numbar EPA Registration Numbar/File Symbol
CAP IM Supply, Ine., 303 Perimeter Center North Ste 300, Atlanta. GA 30346 (R01) 512-7333 91384-G
Active Ingredient{s} andfor representalive test compound(s) Date ? 7
permethrin, imidacloprid. py riproxyten - /é
LY
General Use Pattern{s) (list all those claimed for thes product using 40 CFR Part 158) Product Name
indoor nonfood T2.200 for Dogs

NOTE: If your product is 2 100% rapackaging of analher purchased EFA-registerad product labeled for all the 5ame uses on your labed, you do not need to
submil this form. You must submil the Formulator's Exemplion Slatement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have includad wilh this form a list of companies sent offers of compensation (the Data Matrix form should
D te used lor this purpose).

SECTION |-METHQD OF DATA SUPPORT (Check ane method only}

| am using the cite-all mathod of support, and have included with this form | am using the selactive method of support {ar ¢ite-all pption
D a hst of companies sent offers of compensation {the Data Matrix form g under the selective methad}, and have includad with this form a
should be used for this purpose). completed list of data requirements {ihe Data Matrix form must be
used).

SECTION Il: GEMERAL OFFER TO PAY

{Requlred if using the cite-all mathod or whan using the cite-all optlon under the selective method to satisly one or maore data requirements]

x | hereby offer and agree 1o pay compensalion, to other persons, with regard to the approval of this application, to the extent required by FIFRA,

SECTION INl: CERTIFICATION

| carify that this application for ragistration, this form for reregistration, or this Data-Call-In responsae ts suppariad by all data submitted or cited in Lha
application for regislratian, the form for reregistration, or the Data-Call-\n response, In additian, if the cito-all option or cite-all aplion under Lha seiective method is
indicated in Sectian |, Wi anplicalion is supporied by gl data in the Agency's fes that (1} cancern the grapertes o elfects af this product or an identicat ar
substantially similar product, er one or more of the ingretianls in Lhis producl; and (2) is a type of data that would be required to be submitted undar the data
requirements in effect on the date of approval of this applicalion if the application sought the intial registration af a groduct of identical or similar composition and
uses.

| certily that for each exclusive use study ciled in support of this registration or rereglstration, that | am the original data submitter or that | have obtalned
the written permission of the ariginal data submitter tq cite that study.

1 certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, silher: (2) | am the original data
submitter; (b} | have obtained the permission of tha orlginal data submilter to use the study in suppont of ihis application; (¢} all pariods of ellgtbility for
compansation have expired for the study; {d) lhe study is in the public literature; or (e) | have nolified in writing the company that suhmitted the study and have
offared (1) to pay compensalion to the axtent required by sections 3(cH{1}{F) andfor 3{c){2XB) of FIFRA; and (ii} lo commence nagoliations to determine the
amount and lerms of compensatlon, if any, to be paid for the use of the study.

| cenity that in all Instances where an offer of compansation is required, capies of all offers to pay compensation and evidenca of Lhelr delivery in
accordance with sections 3{c)(1){F) andfor 3{c}{2)(B) of FIFRA aro avaifabla and wili ba submitied to ihe Agancy upan requesl. Should | fail to produce such
evidence to the Agency ugon roquest, | understand that lha Agancy may initlate aclion to dany, cancal or suspend tha ragistration of my produdt in canformily wilh
FIFRA,

| certify that the statements | have made on this form and ail attachments to it are true, accurate, and complete. | acknowledge that any
knowingly false or misleading statement may be punishable by fine or Imprisenment or both under applicable law.

Date Typead or Printed Nama and Titla

J ﬂ 'm—ﬂré Lo e ~7-{ b John A. Tatum (1, Chief Operating Officer

Signature

EPA Form 8570-34 {9-97) Electronic and Paper verstons available. Submii only Paper version.
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*Claimed confidential by submitter*

>55 Ibs or >24.95 kg 4.0 ml (4.608) Imidacloprid — 16.25 to 9.93 (at 90 Ibs)
Permethrin — 81.27 to 49.67 (at 90 Ibs)
Pyriproxyfen — 0.81 10 0.50 (at 90 lbs)
*Based on a product density of 1.152 g/ml and active ingredient concentrations listed above.

TIinidacloprid dosages are: 8.94 mg/kg to 26.61 mg/kg
Permethrin dosages are: 44.70 mg/kg to 133.04 mg/kg
Pyriproxyfen dosages are: 0.45 mg/kg to 1.33 mg/kg

Use Patterns: Monthly spot-on insecticide for dogs, applied to the skin between the dog's shoulder blades. For
dogs weighing 4-10 Ibs and 11-20 |bs, apply product to one spot. For dogs weighing 21-55 Ibs and over 55 Ibs,
apply product in 3 or 4 spots on the top of the back of the dog lrom the shoulder to the base of the 1ail.

I. Action Requested: The registrant submitted a rebuttal to a previous review (DP# 43103 1) and is rc.qut.btlnﬂ that
the Agency reconsider the conclusions made therein.

11. Background: Data were submitted in an R315 application package to support efficacy claims for the proposed
new product 91384-G. [n the Agency’s review (DP# 431031). it was delermined that the doses used throughout
were inappropriate and could not support that the product is efficacions for dogs at the upper end of each labeled
weight range. The lowest labeled rate (dose) was not used. Instead, one of four doses was applied to each test
animal according to the proposed weight range in which each animal fell. All efficacy claims were therefore
determined to be unacceptable.

I11. Registrant Rebuttal Points and EPA Response:

Rebuttal Point 1:

3%
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*Claimed confidential by submitter*

EPA Response: The proposed product is not considered a me-too product; therefore, the submitted efficacy data
were reviewed as they pertain to the propesed product. The registrant is free to cite existing efficacy data, but all
newly submitted efficacy data are reviewed.

Rebuttal Point 2:

EPA Response: The registrant is correct to note that OPPTS Guideline 810.3300 was published before the advent of
pet spot-on products, and that there is consequently no reference 1o designing efficacy studies which can adequately
assess them. While there are plans to update this Guideline with the latest industry advances, registrants are
encouraged to submit a study protocol for Agency review before condueting the study itself if they feel that current
Guidelines do not address certain types of studies. This ensures that a subsequent study is capable of producing the
type of data which may support product registration from an efficacy standpoint. Without an Agency protocol
review, the registrant is subject to the Agency’s evaluation of the efficacy data generated within the context of
proposed label claims. The 45/90 day sereen only ensures that the materials submitted are complete. The

ek
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*Claimed confidential by submitter*

( (
dramatic change in the w.;:ly it requires efficacy studies to be conducted without providing any
notice to the regulated community, applicants or testing labs, or modifying its test
guidelines. Moreover, it is clear that CAP IM Supply’s studies show that its product’s efficacy is
substantially similar to K9 Advantix II.

For these reasons, CAP IM Supply respectfully requests that EPA disregard the conclusions in
the July 27 memorandum. Instead, based upon the findings that the studies were properly
condueted in accordance with the protocols used, and that the studies demonstrated the tested
product’s efficacy, EPA should grant CAP IM Supply’s substantially similar application. If EPA
determines all efficacy data for spot on products should be conducted using the dose titration
method, it can and should issue a data call in for such data. Unless and until that takes place,
EPA is obligated to continue to accept data generated in accordance with the longstanding EPA
and registrant practice.

We have attached a technical memorandum responding to the DER in greater detail, including
addressing the critique raised on specific dose confirmation and safety studies. Thisis a
critically important issue. CAP IM Supply has been relying upon EPA completing its review of
the pending application during the current PRIA time frame. Any delay will have serious
business consequenses. To address the study tssues as promptly as possible, we would like to
meet with you in the immediate future to review EPA’s position as to these studies.

The technical review can be downloaded at: ||| G

We look forward to your response.

Sincerely,

Johw Tatuwm

COO — CAP IM Supply, Inc.

John.Tatum@CAPSupplyinc.com
801-512-7543

From: Fertich, Elizabeth [mailto:fertich.elizabeth@epa.gov]

Sent: Thursday, August 4, 2016 12:09 PM

To: Richard L. Conn <richard@connsmith.com>; John Tatum <John.Tatum@CAPSupplylnc.cam>
Cc: IVB1 <IVB1@epa.gov>

Subject: Efficacy and companion animal toxicity testing reviews for 91384-G

Richard,

Please see the attached efficacy and companion animal safety reviews. There are significant deficiencies
in the efficacy review and an issue with animal weights in the toxicity review. Please review the
documents and contact me with any questions.

Thanks,

Beth

Elizabeth Fertich
US Environmental Protection Agency
Office of Pesticide Programs
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*Claimed confidential by submitter*

( (
July 27, 2016 DER Memorandum to Elizabeth Fertich from Tim Ciarlo at page 27.

The assertion that dose confirmation studies for spot on products must use a “dose titration” approach is an
abrupt, dramatic departure from EPA’s practice in registering most, if not all, spot on products it has addressed
to date. CAP IM Supply relied upon that precedent and existing guidelines in investing the time and effort to
design and implement the studies reviewed here. In addition, during pre-registration meetings, CAP IM Supply
informed EPA about the approach it would take, and EPA did not disagree. The studies CAP IM Supply
sponsored were performed by ClinVet International, which has performed many studies using this methodology
that EPA has relied upon in registering spot on products. Most importantly, these studies were conducted in the
same way as the studies EPA relied upon to register K9 Advantix II, the product T2.200 was expressly designed
to be substantially similar to.

EPA Should Disregard the DER Insofar as thev call for Dose Titration Studies

It would be dramatically unfair to CAP IM Supply for EPA to apply the expectations of this DER to its pending
registration. Many existing products, including K9 Advantix II, were registered using studies designed in this
way. The use of dose confirmation studies were discussed with EPA and accepted at the pre-registration
meeting. EPA would be implementing a dramatic change in the way it requires elficacy studies to be conducted
without providing any notice to the regulated community, applicants or testing labs, or modifying its test
guidelines. Moreover, it is clear that CAP IM Supply’s studies show that its product’s efficacy is substantially
similar to K9 Advantix II.

For these reasons, CAP IM Supply respectfully requests that EPA disregard the conclusions in the July 27
memorandum. Instead, based upon the findings that the studies were properly conducted in accordance with the
protocols used, and that the studies demonstrated the tested product’s efficacy, EPA should grant CAP IM
Supply’s substantially similar application. If EPA determines all efficacy data for spot on products should be
conducted using the dose titration method, it can and should issue a data call in for such data. Unless and until
that takes place, EPA is obligated to continue to accept data generated in accordance with the longstanding EPA
and registrant practice.

We have attached a technical memorandum responding to the DER in greater detail, including addressing the
critique raised on specific dose confirmation and safety studies. This is a critically important issue. CAP IM
Supply has been relying upon EPA completing its review of the pending application during the current PRIA
time frame. Any delay will have serious business consequenses. To address the study issues as promptly as
possible, we would like to meet with you in the immediate future to review EPA’s position as to these studies.

The technical review can be downloaded at: [

We look forward to your response.

Sincerely,

Johw Tatuwmwy

COO — CAP IM Supply, Inc.

John.Tatum@CAPSupplylnc.com
801-512-7543

From: Fertich, Elizabeth [mailto:fertich.elizabeth@epa.gov]
Sent: Thursday, August 4, 2016 12:09 PM
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CAP IM Supply, Inc.

303 Perimeter Center North, Suite 300
Atlanta, GA 30346

August 17, 2016

Document Processing Desk (REGFEE)
Office of Pesticide Programs

U.S. Environmental Protection Agency
One Potomac Yard Room S-4900
2777 S. Crystal Drive

Arlington, VA 22202

Attention: Elizabeth Fertich, Invertebrate and Vertebrate Branch 1 (IVB1), RD

Subject: EPA File Symbol 91384-G
T2.200 for Dogs
Response and comment to Product Performance DER and Companion
Animal Safety Study reviews dated July 27, 2016

Dear Elizabeth,

PLEASE NOTE: This document contains information considered by CAP IM
Supply, Inc. to be protected from disclosure as Confidential Business Information
as defined by Section 10 of FIFRA.

Pages65-73- *Claimed confidential by submitter*
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\)‘;\159 Sﬁré\@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o e 5 WASHINGTON. D.C. 204060
= z
8 WA ¢
e i OFFICE OF

A
En PHU“?'O CHEMICAL SAFETY AND
POLLUTION PRIEVENTION

-

MEMORANDUM:

To: Elizabeth Fertich

trom: Tim Ciarlo, MS, Entomologist @

Secondary Review: Jennifer Saunders, Ph.D., Acting Senior Entomologist g”—_‘

Date: July 27, 20106

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD (DER)

Note: MRIDs found to be unacceptable to support label claims should be removed from the data matrix.

DP barcode; 431031

Decision no.: 511951

Submission no: 978273

Action code: R315

Product Name: T2.200 for Dogs

EPA Reg. No or File Symbol; 91384-G

Formulation Type: Spot-On for Dogs

Ingredients statement from the label with PC codes included:

Permethrin 44% PC: 109701
Imidacloprid 8.8% PC: 129099
Pyriproxyfen 0.44% PC: 129032

Application rate(s) of product and each active ingredient (Ibs. or gallons/1000 square feet or per acre as
appropriate; and g/m? or mg/em? or mg/kg body weight as appropriate): The proposed label assigns 4 different
sizes according to a dog’s body weight. For 4-10 Ib (1.81-4.54 kg) dogs, a 0.4 ml dose is indicated. For 11-20 (b
(4.99-9.07 kg) dogs, a 1.0 ml dose is indicated. For 21-535 Ib (9.53-24.95 kg) dogs, a 2.5 m! dose is indicated. For
dogs over 35 Ibs (24.95 kg), a 4.0 ml dose is indicated. Active ingredient doses are identified below. Ninety pounds
was used as the upper end of the largest weight range, despite the label not giving an upper limit.

Body Weight Class Amount of Product Active Ingredient Doses (mg/kg)*
Applied
4-10 Ibs or 1.81-4.54 kg 0.4 ml(0.46 g) Imidacloprid — 22.35 to 8.94 (at 10 Ibs)

Permethrin — 111.17 to 44.70 (at 10 1bs)
Pyriproxyfen — 1.18 to 0.45 (at 10 lbs)
11-20 Ibs or 4.99-9.07 kg 1.0ml (1.152 g) Imidacloprid — 20.31 to 11.17 (at 20 [bs)
Permethrin — 101.58 to 55.86 (at 20 1bs)
Pyriproxyfen — 1.06 to 0.36 (at 20 Ibs)
21-55 Ibs or 9.53-24.95 kg 2.5ml{2.88 g) Imidacloprid — 26.61 to 10.16 {at 55 lbs)
Permethrin — 133.04 to 50.79 (at 55 Ibs)
Pyriproxyfen — 1.33 to 0.51 (at 55 Ibs)
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Group 1 served as the control group and were treated with mineral oil, while dogs in Group 2 were treated with a
spot-on application of T2, The 8 dogs in Group 2 ranged in weight from 12.60-23.60 kg (average weight of 16.85
kg) and received a 2.5 ml dose of T2. Ofthe dogs in Group 1, 1 weighed 7.80 kg and received a 1.0 ml dose of
mineral cil, 6 ranged in weight frem [3.80-19.00 kg and received a 2.5 ml dose of mineral oil, and 1 dog weighed
25.20 kg and received a 4.0 ml dose of mineral oil.

The test substance or mineral oil was administered to dogs on day 0. Dogs weighing 9-25 kg received the
application in 3 spots. The doses for each dog in Group 2 have been calculated and are as (ollows:

Dog’s weight (kg) Amount of T2 Dose of Dose of permethrin Dose of
applied {ml) imidacloprid {mp/kp)* pyriproxyfen
(mg/kg)* (mg/ka)*
12.60 25 19.2 103.34 0.96
19.00 2.5 13.12 68.53 0.64
15.60 25 16.01 83.46 0.78
23.60 2.5 10.58 55.17 0.51
14.20 25 17.58 91.69 0.83
20.80 2.5 12,00 62.60 0.58
14,40 2.5 17.34 90,42 0.84
14.60 2.5 17.10 89.18 0.83
Averages
16.85 | 2.5 [ 15.37 [ 80.55 1075

* A density of 1.152 g/ml was assumed

All dogs were acclitnatized beginning on day <7. Fitty adult 2. variabilis ticks (balanced sex ratio) were introduced
to each animal on days -7, -2, 7, 14, 21, and 28. Ticks were counted and removed on days —5, 2, 9, 16, 23, and 30
{48 hours = 2 hours post-infestation or test substance adminisiration}, Geometric means as well as arithmetic means
of tick counts were reported. Percent cflicacy was calculated on each day ticks were counted and removed with the
following formula:

Percent EfTicacy = 100 x (M, - M}/M., where:

M. = Geometric or arithmetic mean number of live ticks (free. attached, or engorged} on dogs in the untreated
contrel group.

M; = Geemetric or arithmetic mean number of live tieks (free, attached, or engorged) plus dead engorged ticks on
dogs in the T2 treatment group.

(3) Results: Tick eounts at the time points tested are summarized befow using peometric means:

Day Group | Mean {Control} Group 2 Meau (Treatment) Percent Efficacy
2 17.9 17.0 5.2
9 14.6 0.0 100.0
16 16.3 0.1 99.4
23 15.6 0.1 99.1
30 16.5 0.4 97.8

Tiek counts at the time points tested are sumimarized below using arithimetic ineans:

Day Group | Mean (Control) Group 2 Mean {Treaiment) Percent Efficacy
2 19.8 18.4 7.0
9 17.0 0.0 100.0
16 17.1 0.1 99.3
23 16.0 0.3 98.4
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Day Group 1 %6 Living Group 2 %5 Living Percent Efticacy
{(Control) {Treatiment}
2 98.9 48.4 S51.1
8 99.7 17.4 82.5
15 98.2 21.3 78.3
22 100.0 359 64.1
20 98.3 24.9 75.6

Percent efficacy after the 1 hour challenge period on all days knockdown was assessed was reported as <90% when
using both geometric and arithmetic means. The tables above contain percent efficacy ligures for each knockdown
clfect assessment day. Valucs »90% are bolded.

Anti-feeding eftect at the time points tested are sunimarized below using geometric means:

Day Group 1% Blood Fed Group 2 % Blood Fed Percent Efticacy
(Control) {Treatment)
2 39.7 0.4 99.0
8 90.8 4.1 94.%
15 333 25 92.5
22 30.6 2.0 93.5
29 740 4.6 93.8

Anti-feeding effect at the titne points tested are sununarized below using arithmetic mean

s

Day Group | % Blood Fed Group 2 % Blood Fed Percent Efficacy
{Control) ( Treatment)
2 55.5 0.7 98.8
8 82.8 6.2 92.5
15 38.2 3.7 90.4
22 316 33 89.6
29 74.7 6.5 91.3

A >90% reduction in blood feeding on T2 treated dogs was reporied for each anti-feeding cffect assessment day,

regardless of whether geometric or arithmetic means were used. Percent efficacy on Day 22 was 89.6 and is
reasonably closc to 90%. The tables above contain percent efficacy ligures for each anti-feeding effect assessment
day. Values »90% are bolded.

Repellency cffect at the time points tested are summarized below using geometric means:

Day Group 1 Probing incidents | Group 2 Prabing Incidents Percent Elficacy
(Control) {Treatment)
| 76.5 9.4 88.2
7 103.5 11.2 89.2
14 61.9 7.5 £7.9
21 63.8 9.4 85.8
28 84.6 29.6 65.0

Repellency effect at the time points tested are summarized below using arithmetic means:

Day

Group 1 Probing [ncidents
{Control)

Group 2 Probing Incidents
(Trcatment)

Pereent Efficacy

78.0

9.8

87.5
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Day 14 (1 hours) 31.6 0.0 100.0
Day 14 (2 hours) 24.2 0.0 100.0
Day 14 (4 hours) 15.6 0.0 100.0
Day 14 (8 hours) 8.9 0.0 100.0
Day 21 {1 hour) 68.3 1.7 97.5
Day 21 (2 hours) 46.4 0.9 98.0
Day 21 (4 bours) 39.6 0.8 97.%
Day 2! (8 hours) 30.0 0.3 99,0
Day 28 {! hour}) 66.4 0.4 99,4
Day 28 {2 hours) 5.8 0.4 3.0
Day 28 (4 hours) 4.2 0.0 100.0
Day 28 (8 hours) 2.1 0.0 100.0

Knockdown effect at 1, 2, 4,

8, and 24 hours after [Ty challenge are summarized below using arithmetic means:

Day Group 1 % Living Group 2 % Living Percent Efficacy
(Control) (Treatment)
Day | (1 hour) 62.9 2.9 95.5
Day 1 (24 hours) 35.7 2.9 92.0
Day 7 {1 hour) 54.3 0.8 98.6
Day 7 {2 hours) 458 0.0 100.0
Day 7 (4 hours) 36.8 0.0 100.0
Day 7 (8 hours) 27.6 0.0 100.0
Day 7 (24 hours) 21.8 0.0 100.0
Day 14 {1 hours) 62.2 0.0 100.0
Day 14 (2 hours}) 44 0.0 100.0
Day 14 (4 hours) 30.0 0.0 100.0
Day 14 (8 hours) 15.9 0.0 100.0
Day 14 (24 hours) 12.3 0.0 100.0
Day 21 (1 hour) 719 4,3 94.0
Day 21 (2 hours) 595 2.9 95.2
Day 21 (4 hours) 51.7 2.1 95.9
Day 21 (8 hours) 44.6 0.7 98.4
Day 21 {24 hours) 31.0 1.4 95.4
Day 28 (1 hour) 70.6 {.4 98,0
Day 28 (2 hours) 10,1 1.4 85.9
Day 28 (4 hours) 7.3 0.0 100.0
Day 28 (8 hours) 5.8 0.0 100.0
Day 28 (24 hours} 1.4 0.0 100.0

Percent efficacy at each time point after the 1 hour challenge period on all days knockdown was assessed was >90%
when using both geometric and arithmetic means. except for 83,9% eflicacy on Day 28, 2 hours after the challenge
period {arithmetic means). However. control mortality was unacceplably high at al! time points. Control monality
should not exceed 10%. The tables above contain percent efficacy figures for cach knockdown effect assessment
day. Values >90% are bolded.

Anti-feeding effect at the time points tested are summarized below using geotnetric means:

Day Group | % Blood Fed Group 2 % Blood Fed Percent Efficacy
(Control) { Treatment)
l 20.3 0.7 96,8
7 10.6 0.0 100.0
14 11.5 0.0 1000
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DPBAR CODE NO.: 431150/431027 EPA File Symbol NO,: 91384-G DECISION NO.: 511951
PC Code: 109701,129032,129099 ACTION CODE: R315

FOOD Use: No

DATE OUT: June 20, 2016

SUBJECT: End Use Product Chemistry Reviey
Product Name: T2.200For Dogs

FROM: Hari Mukhoty, DVM, PhD.
Product Chemistry Team
CITAB / Registration Division (7505

TO: Elizabeth Fertich, RMR / Jennifer Urbanski, RM 04
Invertebrate & vertebrate Branch 1 / Registration Division (7505P)

Company Name: CAP IM Supply, Inc.

INTRODUCTION:
The registrant has submitted a basic CSF (Dated 12/23/2015) and has also proposed a product specific label

for registration of the aforesaid product under EPA File Symbol: 91384-G. Product chemistry data have been
submitted under MRIDs: 497997-01, 497887-13 and -14.

The aforesaid product was manufactured by the Klocke Verpackungs-Service GmbH, Germany.

CITAB has been requested to evaluate the product chemistry data required for registration of the aforesaid
product.

SUMMARY OF FINDINGS:
1. Name of Active Ingredient{s): Imidacloprid (8.80%), Permethrin (44.00%) and Pyriproxyfen (0.44%)..
2. Has the registrant claimed substantial similarity to registered product?
[ JYes [ X JNo [ ]NA Ifyes: EPA Reg. No.
3. The source materials of the active ingredients are registered with the Agency [Yes].

4. The CSF have been screened by inert group and they found that inerts are approved for non-food use.
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Beth

Lhizabeth Fertoh

Js Cnvirenmenteal Protection Agency

Office of Pesticide Programs

Registration Division (7505P)

Invertebrate and Vertebrate Branch 1 {1VED)
fertich.elizabeth@epa.gov

TUA 3dY-8560
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*Product ingredient sourceinformation may be entitled to confidential treatment*

4
Form Approved. OMB Nu. 2070-0060. Approval Expires 11-30 93

ZEPA

United States Environmental Protection Agency
Washington,DC 20460

Formulator's Exemption Statement
(40 CFR 152. 85)

Applicant's Name and Address

CAP IM Supply, Inc.

303 Perimeter Center North Ste 300

Atlanta, GA 30346

EPA File Symbol/Registration Number

91384-G
Product Name

T2.200 for Dogs
Date of Confidential Statement of Formula (EPA Form 8570-4)

December 23, 2013

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

{1) This product contains the following active ingredient(s):

permethrin, imidacloprid and pyriproxyfen

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:
[ZI(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is
attached to this statement. That formula statement indicate, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).

OR

(B) The Confidential Statement of Formula {CSF) (EPA Form 8570-4) referenced above and on file with the EPA
is complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formuiater's exemption.

Saurce

Active Ingredient

Product Name Reagistration Number

permethrin

P am i gr e o owery

FRAREN
e . ey,
itnidacloprid "e
ThERS
* L)
aasa s
pyriproxyfen
Si ame and Titl Date
. Sohn A. Tawm 111
Chief Operating Officer
EP, White - EPA copy Yellow - Applicant copy
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DATA MATRIX

Date:

December 23, 2015

Signature:

Produced from EPA Form 8570-35 (9-87)

EPA Reg No./File Symbal: 91384-G Page 1 0f 6
Applicant's/Registrant's Name & Address: Product:
CAP IM Supply, Inc.
303 Perimeter Center North Ste 300 T2.200 for Dogs
Atlanta, GA 30346
Ingredient:  permethrin (CAS No. 52645-53-1}, pryiproxyfen (CAS No. 95737-68-1), and imidacloprid {CAS No. 138261-41-3)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

SEE SUBSEQUENT PAGES

Name and Title:

John A, Tatum lll, Chief Operating Officer

Date:

Public File Copy
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DATA MATRIX

Date: December 23, 2015 EPA Reg No./File Symbol: 91384-G Page 2 of 6
Applicant's/Registrant's Name & Address: Product:
CAP IM Supply, Inc.
303 Perimeter Center North Ste 300 T2.200 for Dogs
Atlanta, GA 30346
Ingredient:  permethrin {CAS No. 52645-53-1), pryiproxyfen (CAS No. 95737.68-1), and imidacloprid {CAS No. 138261-41-3)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
91639 PER C\".-IS-I43 I_"ii()l sludy
canine Neaftick
CV-13-144 Ivodes
91630 1
16 PLR seepudaris (Decr ticks)
CV-15-145 - Dermacentor
21639 PER variahifis {Amencan doy
ticks)
CV-15-146 - Rhipicephalus
q1639 PR sunghinets (Brown dog
tick)
91639 PER CV-1 .:"s-lfl? - A.tuhb’o‘n.-mnl
americann (Lone Star tick)
91639 PER V-1 S-_l48 - Aedes aegvptii
{mosguitos)
CV-15-149 - Stomoxys
Q163 PL -
1639 PLR cafcirans (biling flics)
. — W e e »
91639 PER CV-15-150- W (IIILTf‘lE-lITL.
(repeated waler imnicrsion)
91639 PER C\"-II‘?~| 51 - O‘qudal anil
larvicidal Meas in dogs
91630 PER _CV-]S-IJ_Z - Control of cas
in the enviranmend (carpels)
91629 PER CV-15-153 - Simulaled

~m -

A

Produced from EPA Form B570-35 {9-27)

home cnvironment

Public Fite Copy
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DATA MATRIX

Date:  December 23, 2015 EPA Reg No.fFile Symbol: 91384-G Page 3 of 6
Applicant's/Registrant's Name & Address: Product:

CAP M Supply, Inc.

303 Perimeter Center North Ste 300 T2.200 for Dogs

Atlanta, GA 30346
Ingredient.  permethrin (CAS No. 52645-53-1), pryiproxyfen (CAS No. 95737-68-1}, and imidacloprid {CAS No., 13B261.-41-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
|ierature review of el
of imidacloprid and

91639 PER permethrin against Chewing
Lice, Trichodecies canis |
infestations on dogs

91639 PLER

91639 PER

91639 PER

91639 PER

21639 PIER

91639 PIER

91639 PR

91639 PER

91639 IPER
Mol applicable - product
doecs nol conlatn an
oxilizing or reducing agent

91639 PIiR

-

Preduced from EPA Form B570-35{9-97} -

Public File Copy
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DATA MATRIX

Date:  December 23, 2015 EPA Reg No./File Symbkol: 91384-G Page 4 of 6

Applicant's/Registrant's Name & Address: Product:
CAP IM Supply, Inc.

303 Perimeter Center North Ste 300 T2.200 for Dogs
Atlanta, GA 30346

Ingredient:  permethrin (CAS No. 52645-53-1), pryiproxyfen (CAS No. 95737-68-1), and imidacloprid {CAS No. 138261-41-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Not applicable -- product v
polentially explosive

91639 PER
Mot applicable -- not an
emulsifiahle liquicd 1o be
diluted with petroleum
solvent

21639 PER
Nol applicable -- nol 1o be
used around clectrical
cquipnient

91639 PIER

91639 PER

91639 PER
Not applicable -- nol a waicr
insoluble substance or
[throus substance
R3-D1983 - Aculc oral

91639 PER loxicity — Acule toxic class
mgthod

01639 PER B-Ctif)sal - Acute dermal
toxicily

" L : . :
Produced from EPA Form 8570-35 (9-27) -~ : Public File Copy
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DATA MATRIX

Oate:  December 23, 2015 EPA Reg No./File Symbol: 913B4-G Page 5 of 6
Applicant's/Registrant's Name & Address: Product:
CAP IM Supply, Inc.
303 Perimeter Center North Ste 300 T2.200 for Dogs
Atlanta, GA 30346
Ingredient.  permethrin (CAS No. 52645-53-1), pryiproxyfen (CAS No. 95737-68-1), and imidacioprid {CAS No. 138261-41-3}
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Waiver requested due o
product being liguid with
low volatility and maxininm
4 mL as asingle dose 10 skin
of dops
91639 PER ]tJ-GI‘)S_(w -'le-(‘]I.P J‘}Clllc
Eye Irmitation / Corrosion
91639 PER B-01981 - Acule eye
irritation / corrosion
91639 PER _B—_U]9_80 - Acuie dermal
irilation
81639 PR [:-01982 - Skin sensitization
— Local Iymph node assay
CV-15-154 - Targel Animal
91639 PER Safely Adults (=6 months
old)
CV-15-135 - Target Anim~'
91639 PER Sulety Muppies (<7 week
old)
4720 PER Report KVS-201501
74720 PIR Repori KVS-201503
74720 PLR Report KVS-201508
74720 PER Report KV5-201509
74720 PER Report KVS-201510

Produced from EPA Form 8570-35 (9-97)

Public File Copy

221




222



223



224



225



226



227



228



229



*Product ingredient sourceinformation may be entitled to confidential treatment*

f\ (

Form Approved. OMB No. 2070-0060. Approval Expires 11-30 33

YEPA

United States Environmental Protection Agency
Washington, DC 20460

Formulator's Exemption Statement
(40 CFR 152. 85)

Applicant's Name and Address

CAP [M Supply, Inc.
303 Perimeter Center North Ste 300
Atlanta, GA 30346

EPA File Symbol/Registration Number

91384-

Product Name

T2.200 for Dogs

Date (6f Confidential Statement of Formula (EPA Form 8570-4)

[reenpeRrR D, 20/ 7l

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

(1) This product contains the following active ingredient(s}:

permethrin, imidacloprid and pyriproxyfen

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

{3) Indicate by checking (A) or (B) below which paragraph applies:
N (A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is
attached to this statement. That formula statement indicate, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).

{B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with the EPA

OR

is complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient

Product Name Registration Number

perinethrin

imidacloprid

pyriproxyfen

» maa
-
-
aw

N d Titl Date
Slgnature _. ame and 1 Shn A. Tatum I1I /Z ~ X EAS —
v P Chief Operating Officer i
EPA For 570 27 (Rev. 7-91) White - EPA copy Yellow - Applicantscopy ©
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DATA MATRIX

Date:

December 3, 2015 EPA Reg No./File Symbal: 91384- Page 1 0f 6
Applicant's/Registrant's Name & Address: Product:
CAP IM Supply, Inc.
303 Perimeter Center North Ste 300 T2.200 for Dogs
Atlanta, GA 30346
Ingredient:  permethrin (CAS No, 52645-53-1}, pryiproxyfen {CAS No, 95737-68-1), and imidacloprid (CAS No. 138261-41-3)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

SEE SUBSEQUENT PAGES

Name and Title:

John A. Tatum I, Chief Operating Officer

Date:

JZ2=3=S

4

Produced from EPA Form.8570-35 {9-97}

Public File Copy
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DATA MATRIX

Date:  December 3, 2015 EPA Reg No./File Symbol: 91384- Page 2 of &
Applicant's/Registrant's Name & Address: Product:
CAP IM Supply, Ing,
303 Perimeter Canter North Sle 300 T2.200 for Dogs
Atlanta, GA 30346
Ingredient:  permethrin {CAS No. 52645-53-1}, pryiproxyfen {CAS No. 95737-68-1), and imidacloprid {CAS No, 138261-41-3)
Guideline Reference Number Guideline Study Name MRID Number Submifter Status Note
. CV-15-143 Pilot swudy
2| < -
91639 PR canine fleaitick
CV-15-144 Ivodes
N:
91639 PER scapifarss {Deer licks)
CV-15-145 - Dermacemor
GL639 PER variahifis (American dog
licks)
CV-15-146 - Rhipicephalns
91639 'R sangmnens (Brown dog
tick)
b T - - .
51639 PR Cy ]_5 147 Am!}{m‘nmm.
americannm {|one Sar tick)
TV-15-148 - i
91639 PER Cv-| _I48 Aedes aegypii
(mosquitors)
. CV-15-149 - Stomoxys
N "
91639 PER calcirans (biting Mies)
I 0 L L Y
91619 PER CV-15-150 “(Illerdbll.lu.
{repeated water immersion)
CV-15-151 - Ovicidal and
Y PLE
o163 PLR larvicidal Neas in dogs
91639 PER _L\-" i I5‘2 Control of flcas
in the environment (carpets)
RAEN .S e
91639 PER CV-15-153 - Simulutued

Produced from EPA Form 8570-35.{9-97)

home envirgnment

Public File Copy
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DATA MATRIX

Date:  December 3, 2015 EPA Reg No./File Symbal: 91384- Page 3 of 6
Applicant's/Registrant's Name & Address: Product:

CAP IM Supply, Inc.

303 Perimeter Center North Ste 300 T2.200 for Dogs

Atlanta, GA 30346

Ingredient: permethrin {CAS No. 52645-53-1), pryiproxyfen (CAS No. 95737-68-1), and imidacloprid {CAS No. 138261-41-3)

Guideling Reference Number Guideling Study Name MRID Number Submitler Status Note

Literature resiew ol el
of imidaclaprid and

Q1639 PER permethrin against Chewing
Lice, Trichadectes cams .
infestations on dops

91639 PLiR

91639 PR

91639 PR

21639 PER

91634 PIIR

Fi63% MER

Q1639 PER

91639 PIER

91639 PLIR
Net applicable -- praduct
docs nol contain an
oxidizing or reducing agent

41639 PIER

Produced from EPA Form §570-25.{9-97) Public File Copy
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DATA MATRIX

Date:  December 3, 2015 EPA Reg No./File Symbol; 91384- Page 4 of 6

Applicant's/Registrant's Name & Address: Product:
CAP 1M Supply, Inc.

303 Perimeter Center North Ste 300 T2.200 for Dogs
Atlanta, GA 30346

Ingredient:  permethrin {CAS No. 52645.53-1), pryiproxyfen (CAS No. 95737-68-1), and imidacloprid {CAS No. 138261-41-2)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Not applicable -- produe* 1
polentially explosive

91639 PER T
Not applicable -- not an
emulsifiable hgued W be
diluted with petroleum
solvent

G639 PILR
Not applicable -- not to be
used around electrical
cquipment

01639 PER

21639 PER

91639 PER
Mol applicable -- nol a watcr-
inseluble substance or
fibrous substance
13-01983 - Acuie oral

Q1639 PER 1oxicily — Acute toxic class
method

91630 PER I&-q 1 f)!M - Acute dermal
toxicity

Produced from EPA Furm 457035 (9-97) Public File Copy
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DATA MATRIX

Date:  December 3, 2015 EPA Reg No./File Symbol. 91384- Page 5 of &
Applicant's/Registrant's Name & Address: Product:
CAP IM Supply, Inc,
303 Perimeter Center North Ste 300 T2.200 for Dogs
Atlanta, GA 302346
Ingredient:  permmethrin {(CAS No. 52645-53-1), pryiproxyfen {CAS No. 95737-68-1), and imidacloprid (CAS No. 13826141-3})
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Waiver requested due L
produet being liguid witn
low volatility and maximum
4 ml. as a stngle dose to skin
of dogs
- - P
01639 PR l't] 01936 .Nou GLE .a‘_\culc
IEye Imilation / Corresion
21639 PER B-DT981 - Acute ey
irtitation / corrosion
01610 PER F-]-_f)]?SO - Acute dermal
arialion
91639 PER E-01982 - Skin seasilization
- Local lymph node assay
CW-15-154 - Tarpet Ammal
91639 PER Safety Adults (=6 months
old)
CV-15-155 - Tarpet An- !
91639 PER Salery Puppies {<7 wec
oldy
74720 PER Report KVS-201501
74720 PER Report KVS-201505
74720 IPER Report KV5-201508
14720 PER Repon KVS-201509
74720 PER Report KVS-201510

- -

Public File Copy
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*Inert ingredient information may be entitled to confidential treatment*

INERT CLEARANCE STATUS FORM

Reviewer Name: Stephanie Varner Request Date: Dec 17, 15

Tel: 703-347-0240 [SB CUBE: 5-4813 MAIL CODE:

A. COMMENTS:

The submitter has said that they will speak with the PM directly to resolve this issue.

B. PESTICIDE PRODUCT INFORMATION:

Receipt Number: 978275 Date on CSF: Dee 3,15 Food-Use Pesticide: [] Yes |X]No
EPA Reg, No/File Symbol: 91384-G Formulation:

Product Name: 12.200 for Dogs

C. INGREDIENT INFORMATION:

Tolerance Exemption(s)'
Ingredient No.l 910 920 930 940 950 960

Chem. Name:

CAS Reg. No.:

Comments: _is not listed in the Agency database. Please provide a manufacture letter (with letterhead)
providing full compositional information including the manufacturer, constituent names, CAS numbers, and weight/weight
percentage composition {100% composition).

Reviewer Name: Stephanie YVarner Review Date: 12/17/15

|Language from the Code of Federal Regulations (40 CFR 180, subpart D):

40 CER 180.910: Inert ingredients used pre- and post-harvest; 40 CER 180.920: Inert ingredients used pre-harvest; 40 CFR
180.930: Inert ingredients applied to animals; 40 CFR 180.940: Tolerance exemptions for active and inert ingredients for use in
antimicrobial formulations; 40 CFR 180.950: Tolerance exemnptions for minimal risk active and inert ingredients; and 40 CFR
180.960: Polymers.

Inert Front Office Form 3 Page | of |
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